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Medical Device Contract Program

Program Description Program Metrics
e The purpose of the Medical Device Contract e Current program funding: $272K
Program is to obtain state assistance in the e Current number of awards: 2
inspection of Class | and Class Il medical e Total number of contracted inspections: 56

device manufacturers.
o FDA classifies devices as the following:
o Class | devices are deemed to be low Success Story
risk and are therefore subject to the
least regulatory controls. For example,

. o o FDA Dallas District Office (DAL-DO)
dental floss is classified as Class |

o  Texas Department of State Health

device. _ _ _ Services conducted a total of 20
o Class Il devices are higher risk devices medical device inspections in Fiscal
and therefore require greater regulatory Year 2015.

controls to provide reasonable
assurance of the device’s safety and
effectiveness.

o DAL-DO issued six warning letters and
one detention of product

Intended Outcomes

e To determine compliance with the FDA’s
Guide to Inspections of Quality Systems
(QSIT) and GMP regulations.

e To determine whether management with
executive responsibility ensures an
adequate and effective quality system has
been established (defined, documented,
and implemented at the firm).

e Toincrease the protection of public health
and improve consumer confidence in the
device industry. By entering into Medical
Device contracts, District workload can be
converted from an inspectional role to a
minority role.

e By entering into Medical Device contracts,
District workload can be converted from an
inspectional role to a minority role.

Figure 1. Medical Device Contract States (2016-2017)
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Figure 2. Pie Chart showing the Medical Device Contract Program’s budget in relation to the
budgets of all other FDA Office of Partnerships administered state contracts (2016-2017)
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The FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by assuring the safety,
effectiveness, and security of human and veterinary drugs, vaccines and other biological products for human use, and medical devices. The
agency also is responsible for the safety and security of our nation’s food supply, cosmetics, dietary supplements, and products that give off
electronic radiation, and for regulating tobacco products.

U.S. Food and Drug Administration
Insert your address here

Insert your city, state, zip here
www.fda.gov


http://email.prnewswire.com/wf/click?upn=R-2BfnBoqHlY6Z8nKmTlZKij9F60HvQ4F3o1zOrSm34i3yoCA6Dn9SPd6a89Mbp-2F64_ZO8PSds91UkMrfoE-2B2qd-2F-2BjbVnazi6fpysOlg21GhSYAaY-2BF8WOktXdf8zDqua6NUsM7eawrkVvfBunP7Lb3HUMB8aM5YvJfndiIOu70-2FGddasilK4pJa5f9-2BLMaTj6WJMR2LeIRZtVcdSxRb2TdaoBe8uWd0J65LFpGEo8NAE8EKOcQZ6qk2kJfGV4SQicyE-2BYF8FdekiDfqLD7DIJnNon2zwvaoO3UhaIO8nz-2Bx9PAymXpSLw8FgFjF48F-2FcbymTlgHuAmgYNBc8rsJctyRyv3PXk9Zh8akJGH7CXrGtKNRBmGBRcmulVUz5UyNf66eF-2BDdLUwyxBGRqOlnskVc-2FkIUOZX8viD0L4yN0ddMN4-3D
http://www.facebook.com/FDA
http://twitter.com/us_fda
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.flickr.com/photos/fdaphotos/
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm

